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15. A method of tre^t^lng bacterial infections in humans 
comprising administering t(\ humans in need thereof an 



antibactericidally effective amountNof a composition of claim 10. — 
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MARKED-UP "VERSION OP SPECnAtom***?** .070X02 
146.. 1381 4k 1 A 

Spherical agglomerates of telithromycin, Weir preparation 

process and their use in the preparation of pharmaceutical 

—This application is a 371 of FCT/ER(S5$3$3 filed August 28, 2000.— 
A subject of the present invention is spherical 

5 agglomerates of telithromycin, their preparation process and 
their use in the preparation of pharmaceutical forms. 

Telithromycin or 11 , 12-dideoxy-3-de { (2 , 6-dideoxy-3-C- 
methyl-3-O-methyl-alpha-L-ribohexopyranosyl) oxy) -6-0-methyl- 
' 3-oxo-12, 11- (oxycarbonyl ( (4- (4- (3-pyridinyl) -lH-imidazol-1- 

10 yl ) butyl ) imino) ) -erythromycin is a product endowed with 
antibiotic properties of structure: 



15 



20 



25 




(I) 



described and claimed in European Patent 680967. 

30 The oral route is a preferred form of administration for 

this product. Some patients, children in particular, have 
difficulty in swallowing tablets and capsules and therefore 
it is desirable to have available other forms of 
administration such as for example oral suspensions, ready to 

35 use or prepared extemporaneously at the time of use. 

CONFIRMATION COPY 
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CLAIMS 



1) Spherical agglomerates of telithromycin . ^ 

2) A Spherical agglomerates^ of telithromycin a ccording t o 



claim 



1, chifra^b^r ^ zed rn Lha t the size of the particles is 
between 30 and 400 microns. B 

3) 4 Ipherical agglomerate^ of telithromycin -a-e ce - rd -i- r rg Lc r 
claim 2, cha-ra^fe-e-rizcd in th at the median size of the 
particles is situat ed between 80 and 150 microns. ^ cJ2tt^y^ y 

4) (\ Spherical agglomerate^of telithromycin ag ^ rH ^ any 
ene—o-f— claims 1 to - 3 -y — cha-g-a ^t o riz o d - in tha-fc the median size 
of the particles is -si-fe^^beirHt^^a^s 100 microns. 

5) ft process for the preparation of agglomerates ac cording t o- 
any~aioe-^f--Gia4^— t--te--4 , cfea- iac Lei i zed i - n tha t a suspension 

15 of telithromycin crystals is pr e pa^ -edr and/thes^ crystals ^w^e 

t-heft-cr oaled with a phase insoluble in telithromycin^ which /^Af^^'o 
progressively crystallizes. ^h^^ln 
. 6)^ ^B^gati-on process a^ cord ii=rg~bo claim 5, r- ha x^ct^xi^e€t~ 



ift. fe-ha^a solution of telithromycin in acetone is used. 
20 7) .eWprtretion process acew ding t o claim 5 6 , 

characte rized in fehat the crystallization takes place in an 
acetone/isopropyl ether mixture. 

8 ) ' Preparatio n process a-ee ording to any one of claim^ 5 fe-o 
_ 7 r c haracterized rrt th at the crystallization is carried out 
25 between -5°C and -15°C. 

xtained by 

the profe^ss according to any one of claim^iT to 8 . 

10) SphericM^agglomerates of telitj>r6mycin according to 
claim 9, characteroTz^d in that^fcfie particle size is comprised 

30 between 30 and 400 micron* 

11) Spherical agglomerates of t^kUhromycin according to claim 
10, characterized^^n that the median^fei^e of the particles is 
situated 
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agglomerate 



12) Sph 

one of claims 9 
of the particles is si^ 

13) Use of the spheric 
of claims 1 to 4 an 



s of t 



characte 
;ed 



iggl 



to 



throm^cin according to any 
d in that the median size 
owards 100 microns. 

tes according to any one 
Lzed in that the 



12, charact« 



spherical aggl^rates are surrounded by a layer of polymer 
in order t^obtain the sought galenical form. 
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